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MEDICAL  DEVICES 

Establishment  Registration  and  Premarket 
Notification  Procedures 

The  Food  and  Drug  Administration 
(FDA)  is  proposing  regulaticms  setting 
forth  proc^ures  for  the  registration  of 
establishments  in  which  devices  intended 
for  human  use  are  produced.  These  pro¬ 
posed  regulations  would  also  establish 
requirements  governing  the  form  and 
manner  in  which  premarket  notification 
submissions  are  to  be  sent  to  FDA,  at 
least  90  days  in  advance,  by  any  person 
who  proposes  to  begin  commercial  distri¬ 
bution  in  interstate  commerce  of  a  device 
intended  for  hiunan  use.  Interested  per¬ 
sons  have  imtil  November  2,  1976  to 
comment. 

The  Medical  Device  Amendments  of 
1976,  Pub.  L.  94-295,  (hereinafter,  the 
Amendments)  became  law  on  May  28. 
1976.  This  legislation,  which  amended  the 
Federal,  Food,  Drug  and  Cosmetic  Act 
(21  U.S.C.  321  et  seq.),  provides  FDA 
with  significant  new  authority  to  assure 
the  safety  and  effectiveness  of  medical 
devices  intended  for  hiunan  use. 

Tlie  new  legislation  added  sections  513 
through  521  (21  U.S.C.  360c-360k) ;  it 
amended,  among  other  provisions,  sec¬ 
tion  610  of  the  act  (21  U.S.C.  360)  to 
require  manufacturers  and  other  speci¬ 
fied  producers  of  medical  devices  to  regis¬ 
ter  each  year  with  FDA  and  to  provide 
the  agency  a  list  of  all  medical  devices 
manufactured  in  any  establishment  that 
they  own  or  operate.  These  registration 
and  product  listing  requirements  are 
similar  to  and  in  addition  to  those  appli¬ 
cable  to  manufacturers  of  drugs  imder 
Part  207  (21  CFR  Part  207)  and  to  manu¬ 
facturers  of  blood  and  blood  products 
under  Part  607  (21  CFR  Part  607) . 

A  new  section  510(k)  was  also  added 
to  the  registration  provisions  of  the  act. 
niis  provision  requires  any  person  who 
proposes  to  begin  the  introduction  into 
interstate  commerce  for  commercial  dis- 
tributiixi  of  a  device  for  hiunan  use  to 
notify  PDA  at  least  90  days  in  advance  of 
such  introduction.  The  purpose  of  this 
provision  is  to  afford  FDA  an  opportunity 
to  determine,  prior  to  marketing,  whether 
a  device  is  of  a  kind  for  which  the  pre- 
maricet  approval  requirements  of  the 
amended  act  are  applicable.  If  FDA  is 
persuaded  that  a  device  which  a  manu¬ 
facturer  pn^joses  to  market  is  "sub¬ 
stantially  equivalent”  to  a  device  mar¬ 
keted  prior  to  the  date  of  enactment  of 
the  Amendments  or  is  "substantially 
ecnfivalent”  to  a  device  marketed  subse- 
quoitly  and  classified  in  class  I  (general 
controls)  or  class  n  (pa:lormance 
standards),  the  agency  is  expected  to 
notify  the  manufacturer  promptly  that 
marketing  may  commence. 

Although  section  510  of  the  act  gov¬ 
erns  both  establishment  registration  and 
product  listing,  the  Commissioner  of 


Food  and  Drugs  is  of  the  opinion  that  a 
more  orderly  implementation  of  section 
510  will  be  possible  if  these  two  functions 
are  accomi^ished  separately  during  the 
initial  year  of  implementing  the  Amend¬ 
ments.  Ihis  proposed  regulation  sets  out 
the  procedures  related  to  the  first  func¬ 
tion.  namely,  the  registration  of  estab¬ 
lishments  producing  medical  devices.  A 
second  proposed  regulation  will  be  pub¬ 
lished  in  the  Federal  Register  in  the 
near  future  setting  forth  the  procedures 
for  device  listing.  The  amended  act  re¬ 
quires,  and  the  Commissioner  intends, 
that  both  establishment  registration  and 
product  listing  shall  be  accomplished  for 
all  establishments  and  products  before 
January  1,  1977. 

After  consideration  of  all  comments 
received  in  response  to  this  proposal,  a 
final  regulation  will  be  published  in  the 
Federal  Register.  In  the  interim,  this 
proposal  will  be  used  as  a  guideline  to 
implement  section  510  of  the  act  as  it 
applies  to  establishments  that  produce 
medical  devices.  Because  of  the  short 
period  of  time  remaining  in  1976  to  regis¬ 
ter  device  establishments,  and  to  provide 
guidance,  with  minimum  delay,  to  inter¬ 
ested  persons  on  requirements  of  pre¬ 
market  notification,  the  Commissioner 
proposes  that  the  final  regulation  based 
on  this  proposal  shall  be  effective  upon  its 
date  of  publication. 

Establishment  Registration 

Definitions.  Subpart  A  of  proposed 
Part  807  (21  CFR  Part  807)  contains 
definitions  relating  to  establishment 
registration. 

The  definition  of  the  term  "commercial 
distribution”  in  proposed  §  807.3(a)  spe¬ 
cifically  excludes  internal  transfers  of  a 
device  occurring  within  an  organization, 
distribution  of  a  device  for  which  there 
is  an  approved  exemption  for  investiga¬ 
tional  use  under  section  520(g)  of  the  act 
(21  U.S.C.  360j(g)),  and  distribution  be¬ 
fore  the  effective  date  of  the  investiga¬ 
tional  device  regulations  of  an  investiga¬ 
tional  class  m  device  that  is' not  yet  re¬ 
quired  to  have  an  approved  premarket 
application. 

The  proposed  regulation  would  require 
each  establishment  that  registers  with 
FDA  to  designate  an  individual  within 
the  organization  to  serve  as  liaison  be¬ 
tween  the  organization  and  FDA  in  mat¬ 
ters  relating  to  registration.  This  "of¬ 
ficial  correspondent”  would  be  the  person 
routinely  contacted  by  FDA  on  matters 
relating  to  the  registration  of  device 
establishments  and  the  listing  of  device 
products.  This  requirement  will  enable 
the  agency  to  have  one  person  to  contact 
during  the  implementation  of  the  medi¬ 
cal  device  registration  to  resolve  any 
questions  or  problems  that  may  occur  and 
to  permit  establishments  to  designate 
someone  other  than  the  owner  or  oper¬ 
ator  to  perform  this  duty. 

The  term  "official  correspondent”  in 
proposed  f  807.3(d)  is  defined  as  the  per¬ 
son  designated  by  the  owner  or  operator 
of  an  establishment  as  responsible  for 
performing  the  duties  described  in 
S  807.3(d)  (1)  through  (4).  An  owner  or 
operator  may  designate  whomever  he 


wishes,  including  himself,  as  the  "of¬ 
ficial  correspondent.”  In  the  event  that 
no  one  is  designated,  the  owner  or  oper¬ 
ator  of  the  establishment  will  be  con¬ 
sidered  by  FDA  to  be  the  "official  cor¬ 
respondent.” 

The  use  of  an  official  correspondent  is 
intended  only  to  expedite  communication 
between  the  agency  and  persons  required 
to  register.  Therefore,  the  designation  of 
an  individual  as  the  official  correspond¬ 
ent  for  device  registration  and  device 
listing  purposes  in  no  way  exempts  the 
owner  or  operator,  or  other  legally  re¬ 
sponsible  individual,  from  compliance 
with  all  applicable  provisions  of  the  act. 

Procedures  for  domestic  device  estab¬ 
lishments.  Subpart  B  of  proposed  Part 
807  sets  forth  the  basic  information  re¬ 
lating  to  device  establishment  registra¬ 
tion,  such  as  who  must  register,  the 
times  for  registration,  and  how  and 
when  establishments  must  register.  The 
Commissioner  aimounces  that  a  new 
Form  FD-2891,  Initial  Registration  of 
Device  Establishment,  has  been  de¬ 
veloped  specifically  for  the  initial  reg¬ 
istration  of  device  establishments.  Every 
owner  or  operator  of  a  domestic  estab¬ 
lishment  engaged  in,  or  responsible  for, 
the  manufacture,  preparation,  propa¬ 
gation,  compounding,  assembly,  or  proc¬ 
essing  of  a  device  (including  an  in  vitro 
diagnostic  product)  would  be  required 
to  use  this  form  to  register  with  FDA 
the  principal  place  of  business  and  all 
affiliated  device  establishments.  This 
form  will  be  mailed  to  all  establishments 
of  which  FDA  has  knowledge  by  August 
31, 1976. 

New  Form  FD-2891  contains  space  for 
reporting  an  estimate  of  the  number  of 
device  products  that  the  owner  or  op¬ 
erator  will  list  with  FDA,  in  accordance 
with  the  procedures  for  device  listing 
which  will  be  described  in  a  propased 
regulation  to  be  published  in  the  Federal 
Register  in  the  near  future.  Each  owner 
or  operator  is  requested  to  provide  the 
Commissioner  with  this  information  so 
that  FDA  may  prepare  for  undertaking 
the  listing  of  devices  as  required  by  sec¬ 
tion  510  of  the  act.  Versions  of  a  device 
that  differ  only  in  size,  shape,  packag¬ 
ing,  or  color  but  are  indicated  for  the 
same  use  shall  be  considered  one  device 
for  the  purpose  of  estimating  the  num¬ 
ber  of  device  products  to  be  listed. 

Upon  the  completion  of  the  initial  reg¬ 
istration  of  device  establishments.  Form 
FD-2891  will  be  replaced  by  another  new 
form.  Form  FD-2891  (a).  Registration  of 
Device  Establishment.  This  form  will  be 
the  approved  form  for  complying  with 
the  annual  establishment  registration 
requirements  of  section  510  of  the  act 
and  for  communicating  any  change  in 
the  organization  since  the  previous  reg¬ 
istration  submissiim.  Form  FD-2891  (a) 
will  not  contain  a  space  for  estimating 
the  number  of  device  products  because 
device  listing  will  have  been  completed. 

Registration  procedures  for  foreign  de¬ 
vice  establishments.  Subpart  C  of  pro¬ 
posed  Part  807  establishes  procedures  for 
registration  of  foreign  device  establish¬ 
ments  that  export  devices  into  the  United 
States.  TTiese  establishments  are  re- 
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quested  to  register  with  roA  unless  they 
come  within  one  of  the  exempt  classes 
set  out  in  Subpart  D. 

Exemptions.  Subpart  D  of  proposed 
Part  807  lists  classes  of  persons  who  shall 
be  exempt  from  establishment  registra¬ 
tion,  either  by  the  express  terms  of  sec¬ 
tion  510(g)  of  the  act  or  because  the 
Commissioner  has  concluded  that  reg¬ 
istration  of  such  persons  Is  not  necessary 
for  the  protection  of  the  public  health. 

The  Commissioner  has  determined 
that  neither  the  puMlc  nor  FDA  will 
achieve  any  sigxilllcant  ben^t  by  requir¬ 
ing  the  classes  of  persons  identified  In 
Subpart  D  to  register.  The  registration 
of  these  classes  of  persmis  would  Impose 
unnecessary,  duplicative,  costly,  and 
burdensome  requirements  on  such  per¬ 
sons,  the  Government,  and  the  public. 
The  Information  necessary  to  determine 
the  manufacturer  and  the  manufactur¬ 
ing  site  for  a  particular  device  generally 
will  be  provided  by  the  manufactiu'er. 
There  is  no  present  need  to  reqiilre  that 
manufacturers  of  raw  materials,  prac¬ 
titioners.  dispensers,  or  those  individuals 
who  merely  handle  devices  must  register 
with  FDA. 

The  Commissioner  reserves  the  right 
to  future  review  of  the  exemptions  from 
establishment  registration  as  provided  In 
Subi>art  D  to  determine  whether  or  not 
such  exemptions  for  certain  classes  of 
persons  should  continue.  The  exemp¬ 
tions  from  estcUalishment  registration, 
which  are  provided  for  in  Subpart  D.  In 
no  way  exempt  these  clsisses  of  persons 
from  compl3dng  with  other  requirements 
of  the  act. 

PUKARKET  NOTinCATION 

Premarket  notification  procedures. 
Subpart  E  of  proposed  Part  807  estab¬ 
lishes  requirements  governing  the  form 
and  manner  in  which  premarket  notifi¬ 
cation  submissions  are  to  be  submitted 
to  FDA,  as  required  by  section  510(1e)  of 
the  act. 

The  Amendments  were  intended  to 
protect  the  public  from  unsafe  and  Inef¬ 
fective  medical  devices,  and,  at  the  same 
time,  assure  that  Innovations  in  medical 
device  technology  are  not  hampered  by 
unnecessary  restrictions.  The  new  legis¬ 
lation  directs  the  Commissioner  to 
Identify  those  devices  that  are  simple  In 
design  and  represent  little  risk  to  human 
health,  and  those  devices  that  are  so¬ 
phisticated  and  Uiat  may  pose  risks  of 
injury  or  ineffective  treatment.  The 
classification  process  prescribed  in  sec¬ 
tion  513  of  the  amended  act  (21  U.S.C. 
360c)  provides  the  primary  mechanism 
by  which  the  Commissioner  Is  to  make 
these  determinations.  * 

Section  513,  Classification  of  Devices 
Intended  for  Human  Use.  provides  for 
expert  advisory  classification  panels  that 
shall  make  recommendations  to  FDA  re¬ 
specting  the  appropriate  classification 
for  devices  Intended  for  human  use.  De¬ 
vices  on  which  recommendations  have 
been  received  must  then  be  classified  by 
FDA  Into  one  of  three  categories  defined 
In  terms  of  the  degree  of  regulation 
necessary  to  provide  reasonable  assur¬ 
ance  of  safe^  and  effectiveness.  Die 
three  categories,  In  ascending  order  of 


restrlctlveness,  are  defined  In  section 
513(a)(1)  as  follows: 

Class  I — General  Controls:  This  cate¬ 
gory  Includes  (1)  any  device  for  which 
the  general  controls  set  out  In  the  act 
(l.e.,  controls  relating  to  adulteration; 
misbranding;  registration;  banned  de¬ 
vices;  notification  and  repair,  replace¬ 
ment,  or  refund;  records  and  rep<His; 
and  good  maniifacturlng  practices;  or 
some  of  these)  are  sufBcient  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device,  or  (2)  any 
device  for  which  insufficient  information 
exists  to  determine  that  general  con¬ 
trols  are  sufficient  to  provide  such  as- 
smance,  but  the  device  is  not  represented 
to  be  for  use  In  supporting  or  sustaining 
life  or  preventing  Impairment  of  health 
and  does  not  present  a  potential  un¬ 
reasonable  risk  of  Illness  or  injury. 

Class  n — Performance  Standards: 
This  category  includes  any  device  for 
which  gmeral  controls  are  Insufficient  to 
provide  reasonable  assurance  of  safety 
and  effectiveness  of  the  device  and  for 
which  there  is  sufficient  Information  to 
establish  a  performance  standard  that 
can  provide  such  assiuance. 

Cfiass  m — ^Premari^et  Approval:  This 
category  Includes  any  device  that  can¬ 
not  be  classified  In  class  I  or  n  because 
insufficient  infmmatlon  exists  to  deter¬ 
mine  the  adequacy  of  either  general  con¬ 
trols  or  performance  standards  to  pro¬ 
vide  reasonable  assurance  of  safety  and 
effectiveness,  and  the  device  is  purported 
or  represented  to  be  fw  use  in'  supporting 
or  sustaining  human  life  or  for  a  use 
which  Is  of  substantial  Importance  In 
preventing  Impairment  of  human  health 
or  which  presoits  a  potential  unreason¬ 
able  risk  of  illness  or  Injury. 

The  Amendments  contain  special  pro¬ 
visions  relating  to  ^e  classification  of 
devices  not  in  commercial  distribution 
(Le.,  not  actually  on  the  market)  prior 
to  May  28,  1976,  the  date  of  enactment. 
Any  such  device  (poetenactment  device) 
Is  automatically  classified  in  class  m, 
unless  it  is  of  the  same  t3a>e  as,  and  sub¬ 
stantially  equivalent  to.  a  device  on  the 
market  before  May  28.  1976,  or  a  subse¬ 
quently  marketed  device  tiiat  has  been 
reclassified  into  class  I  or  H.  If  a  newly 
marketed  device  is  of  the  same  type  as, 
and  substantially  equivalent  to.  a  device 
that  is  on  the  market  at  the  time  the  new 
device  is  Introduced.  It  Is  to  be  regulated 
In  the  same  manner  as  the  device  already 
In  commercial  distribution. 

Section  510(k)  ot  the  act  Is  Intended 
to  asstire  that  manufacturers  do  not  in¬ 
tentionally  or  unintentionally  circum¬ 
vent  the  automatic  classification  into 
class  m  of  postenactment  devices  that 
are  not  substantially  equivalent  to  pre¬ 
viously  marketed  devices.  With  the  basic 
Information  provided  by  the  notification 
required  by  section  510(k) .  the  Commis¬ 
sioner  is  able  to  assure  that  such  devices 
are  not  marketed  until  they  comply  with 
premarket  approval  requirements  of  sec¬ 
tion  515  of  the  act  (21  n.S.C.  360e) .  or 
are  reclassified  Into  class  I  or  n.  It  is  the 
responsibility  of  FDA.  as  an  expert  ad¬ 
ministrative  agency,  to  determine  ad¬ 
ministrative  whether  a  device  that  is 
mai^eted  for  the  first  time  after  May  28. 


1976,  is  substantially  equivalent  to  a  pre¬ 
viously  marketed  device.  Recait  case  law 
and  legislative  history  indicate  that  it  is 
the  responsibility  of  FDA  to  determine 
Initially  the  regulatiwy  classification  of 
products  subject  to  its  jmisdlction.  See 
Ciba,  Inc.  v.  Weinberger,  412  UH.  640 
(1973) ;  Weinberger  v.  Bentex  Pharma- 
ceuticals,  Inc.,  412  n.S.  645  ( 1973) ;  House 
Report  No.  94-853,  Medical  Device 
Amendments,  February  29,  1976,  at  13, 
37. 

The  Commissioner  believes  that  the 
requirement  to  provide  notification  to 
FDA  of  the  marketing  of  any  postenact¬ 
ment  device  became  effective  upon  en¬ 
actment  of  the  Amendments,  but  he  rec¬ 
ognizes  that  this  position  has  been  the 
subject  of  controversy.  The  Commis¬ 
sioner  has  elsewhere  made  clear  why  his 
position  Is  both  consistent  with  the 
amended  act  and  necessary  to  assure  ful¬ 
fillment  of  the  objectives  of  Congress  In 
enacting  the  Amendments.  Most  manu¬ 
facturers  of  medical  devices  appear  to 
have  accepted  the  Commissioner’s  inter¬ 
pretation,  for  In  the  past  3  months  the 
agency  has  received  more  than  480  pre¬ 
market  notifications  of  intention  to  mar¬ 
ket  devices  for  the  first  time.  Die  agency 
is  currently  receiving  such  notifications 
at  the  rate  of  50  a  week.  In  the  past 
3  months.  FDA  has  responded  by  notify¬ 
ing  more  than  230  manufacturers  that 
products  they  proposed  to  market  were 
substantially  equivalent  to  devices  al¬ 
ready  on  the  market.  Manufacturers  can 
expect  such  responses  to  premarket  noti¬ 
fication  to  issue  on  a  continuing  basis. 

The  Commissioner  expects  that  manu¬ 
facturers  will  continue  to  notify  FDA  of 
their  intention  to  begin  marketing  of 
devices  in  accordance  with  section  510 
(k),  even  though  these  preposed  Imple¬ 
menting  regulations  are  not  finaL  He 
advises  that  any  manufactiirer  who  fol¬ 
lows  the  proposal  may  assmne  that  his 
submission  will  satisfy  the  minimum  re¬ 
quirements  of  the  agency.  The  Commis¬ 
sioner  further  advises  that  he  will  exer¬ 
cise  discretion  In  evalxiating  Instances  in 
which  a  manufactvurer  has  failed  to  pro¬ 
vide  notice  to  the  agency  prior  to  the 
promulgation  of  final  regulations  pre¬ 
scribing  the  form  and  manner  of  such 
submissions.  In  the  event  that  PDA  dis¬ 
covers  that  a  manufacturer  of  a  new 
device  which  presents  a  significant  risk 
to  users  has  proceeded  to  market  without 
notifying  the  agency,  however,  prompt 
judicial  enforcement  action  will  be 
considered. 

Under  section  510(k)  of  the  act,  each 
person  who  is  obligated  to  register  must 
notify  the  Commissioner  90  da3rs  prior 
to  Introducing  a  device  Into  Interstate 
commerce  for  commercial  distribution, 
whether  or  not  the  device  has  been  clas¬ 
sified  pursuant  to  section  513  of  the  act. 
If  the  device  Is  of  a  type  that  has  been 
classified  by  PDA,  the  person  is  required 
to  advise  the  Commissioner  of  the  class 
in  which  the  device  is  classified  and  any 
action  taken  by  such  person  to  comply 
with  the  applicable  requirements  of  sec¬ 
tion  514  of  the  act  (p^ormance  stand¬ 
ards)  (21  U.9  C>  360d)  or  section  515 
of  the  act  (premarket  aimroval) . 
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Proposed  fi  807.81  requires  that  each 
person  who  Is  obligated  to  register  his 
establishment  purstiant  to  section  510  of 
the  act  and  who  proposes  to  begin  the 
Introduction  or  ddlvery  for  Introdoetfcm 
into  Interstate  commerce  for  commercial 
distribution  of  a  device  Intended  for  hu¬ 
man  use  must,  at  least  90  days  before 
Introduction  or  delivery,  submit  a  pre¬ 
market  notification  submission  to  the 
FDA  If  any  of  the  following  criteria  are 
met: 

1.  ITie  device  Is  a  device  that  Is  being 
Introduced  Into  commercial  distribution 
for  the  first  time,  that  is,  the  device  Is 
not  of  the  same  type  as  or,  even  If  simi¬ 
lar,  is  not  substantially  equivalent  to  a 
device  in  commercial  distribution  before 
May  28,  1976,  the  date  of  enactment  of 
the  Amendments:  or  the  device  is  not 
of  the  same  type  as  or,  even  if  similar, 
is  not  substantially  equivalent  to  a  device 
Introduced  for  commercial  distribution 
after  May  28,  1976  and  which  subse¬ 
quently  has  been  reclassified  into  class 
lorn, 

2.  The  device  Is  being  Introduced  Into 
commercial  distribution  for  the  first  time 
by  the  person  required  to  register, 
whether  or  not  the  device  is  of  the  same 
type  as.  and  substantially  equivalent  to, 
a  device  in  commercial  distribution 
(either  a  pre-enactment  device  or  a  post¬ 
enactment  class  I  or  n  device) .  A  person 
who  reintroduces  a  device  that  was  once 
in  commercial  distribution  but  is  sub¬ 
sequently  discontinued  Is  required  to 
submit  a  premaiicet  notification. 

3.  The  device  being  totroduced  Is  a  de¬ 
vice  being  currently  "distributed  com¬ 
mercially  by  the  person  reqiiired  to  regis¬ 
ter,  but  the  device  has  been  significantly 
changed  or  modified  In  design,  compo¬ 
nents,  method  of  manufacture,  or  In¬ 
tended  use.  The  following  constitute  sig¬ 
nificant  changes  or  modifications  that 
render  a  device  subject  to  section  510  (k) : 

a.  Any  change  or  modification  in  the 
device  that  could  affect  the  safety  or  ef¬ 
fectiveness  of  the  device,  e.g..  a  change 
cn:  modification  In  design,  material, 
chemical  ctunposltlon.  energy  source,  or 
manufacturing  process. 

b.  Any  change  or  modification  in  the 
Intended  use  of  the  device. 

A  premarket  notification  under  S  807.81 
Is  not  required  for  a  device  for  which  a 
pr^narket  application  imder  section  515 
of  the  act,  or  for  which  a  petition  to  re¬ 
classify  fr(Mn  class  m  to  class  I  or  n  im- 
der  section  513(f)  (2)  of  the  act,  is  pend¬ 
ing  before  FDA.  For  such  devices,  the 
other  submissions  will  serve  the  purpose 
of  a  notification  under  section  510(k) 
of  the  act 

Pr(H>06ed  S  807.81(c)  Informs  those 
persons  who  manufacture  electronic 
products  as  ^fined  in  f  1000.3  (21  CFR 
1000.3)  of  the  resp<»isibillty  to  comply 
with  all  reporting  requironents  iqspll- 
cable  to  electronic  products  as  provided 
In  Part  1002  (21  CFR  Part  1002) . 

Pn»)Osed  6  807.85  provides  an  exemp- 
ti(m  from  pronarket  notification  for 
manufacturers  of  custom  devices.  Devices 
are  occasicmally  ordered  fitun  manufac¬ 
turers  by  Individual  health  professionals 
to  ccmform  to  their  own  special  needs  or 


to  those  of  their  patients,  m  some  In¬ 
stances,  health  professionals  themselves 
develop  or  alter  devices  to  serve  such 
needs.  Examples  of  devices  In  which  Im¬ 
portant  features  are  frequently  cusUxn- 
Ized  are  orthopedic,  orthotic  and  other 
prosthetic  devices,  specially  designed 
orthopedic  footwear,  prosthodontlc  ap¬ 
pliances,  and  ophthalmic  devices. 

Section  520(b)  of  the  act  exempts 
“custom  devices’*  from  applicable  per¬ 
formance  standards  and/or  premarket 
approval  requirements  to  c(»nply  with  an 
order  of  a  physician,  dentist,  or  other 
specially  qualified  person  If  (1)  the  de¬ 
vice  is  not  generally  available  in  finished 
form  for  purchase  or  dispensing  on  pre¬ 
scription,  and  is  not  offered  for  commer¬ 
cial  distribution,  and  (2)  the  device  (a) 
is  either  Intended  for  use  by  a  patient 
named  In  an  order  or  Intended  solely  for 
use  by  a  physician,  dentist,  or  other  spe¬ 
cially  qualified  person  In  the  course  of 
his  practice,  and  (b)  Is  not  generally 
available  to  other  physicians,  dentists,  or 
other  designated  persons. 

Because  custom  devices  are  exempted 
by  statute  from  the  premarket  approval 
requirement,  a  principal  purpose  for  re¬ 
quiring  premarket  notification  is  absent. 
Accordingly,  the  Commissioner  Is  at  this 
time  proposing  that  custom  devices  also 
be  exempt  fr(Mn  the  premarket  notifica¬ 
tion  requirements. 

Thus,  proposed  8  807.85  would  exempt 
a  maniiracturer  from  the  requirement  of 
premarket  notification,  provided  that  the 
device  he  intended  to  introduce  into  In¬ 
terstate  c(Hnmerce  for  c(Mnmercial  distrl- 
buti(m  is  not  generally  available  In  fin¬ 
ished  form  for  piirchase  or  for  dispensing 
upon  prescription  and  Is  not  offered 
through  labeling  or  advertising  by  the 
manufacturer.  Importer,  or  distributor 
thereof  for  commercial  distribution.  The 
proposal  would  also  require  that  the  de¬ 
vice  be  Intended  for  use  by  a  patient 
named  in  the  order  of  a  physician  or  den¬ 
tist  (or  other  speclaUy  qualified  person) , 
or  be  intended  solely  for  use  by  such 
physician  or  dentist  (or  other  specially 
qualified  person)  or  a  person  under  his 
professional  supervision  In  the  course  of 
his  professional  practice  and  not  gen¬ 
erally  available  to  or  generally  used  by 
other  physicians  or  dentists  (or  other 
specially  qualified  persons) . 

In  the  near  future,  proposed  regula¬ 
tions  relating  to  custom  devices  will  be 
published  In  the  Federal  Register.  The 
regulations  will  designate  those  persons 
who  are  “specially  qualified”  to  order  and 
use  custom  devices. 

Proposed  8  807.87  prescribes  the  type 
of  information  that  must  be  Included  in 
each  premarket  notification.  Each  sub¬ 
mission  will  be  reviewed  by  the  FDA  to 
determine  If  the  device  Intended  for  In¬ 
troduction  or  delivery  into  commercial 
distribution  Is  automatically  classified 
Into  class  m.  To  make  an  Informed  deci¬ 
sion  on  whether  or  not  the  conditions  for 
automatic  classification  Into  class  m 
apply,  the  Commissioner  Is  requiring  that 
each  premarket  notification  submission 
Include  the  following  Information: 

1.  The  product  name.  Including  both 
the  trade  or  proprietary  name  and  the 
common  or  usual  name  of  the  device. 


2.  The  class  in  which  the  device  is 
classified  under  section  513  of  the  act 
or,  if  the  owner  or  operator  determines 
that  the  device  has  not  been  classified 
under  such  section,  a  statement  of  that 
determination  and  the  basis  for  such 
person’s  determination  that  the  device 
Is  or  Is  not  so  classified. 

The  Commissioner  realizes  that  final 
classification  of  devices  Into  appropriate 
regulatory  control  categories  Is  not  yet 
complete  and  that  the  classification  pan¬ 
els  will  continue  for  several  months  to 
evaluate  and  make  rec(Hnmendations 
concerning  devices  currently  In  com¬ 
mercial  distribution.  Because  classifica¬ 
tion  Information  must  be  submitted  with 
a  premarket  notification,  the  Commis¬ 
sioner  advises  device  manufacturers  to 
consult  the  Federal  Register  regularly 
to  determine  the  classification  of  their 
devices.  Any  Inquires  concerning  the 
classification  status  of  a  particular  de¬ 
vice  should  be  addressed  In  writing  to  the 
Document  Control  Center  (HFK-20) . 
Bureau  of  Medical  Devices  and  Diag¬ 
nostic  Products.  Food  and  Drug  Admin¬ 
istration.  8757  Georgia  Ave.,  Silver 
Spring,  MD  20910.  The  written  Inquiries 
should  bear  the  notation  “Attention: 
513(g)  Inquiry”  on  the  outside  envelope. 

3.  Action  taken  by  the  person  required 
to  register  to  comply  with  requirements 
of  the  act  under  section  514  (perform¬ 
ance  standards),  or  section  515  (pre¬ 
market  approval) . 

4.  Representative  labels,  labeling,  and 
advertisements  sufiSclent  to  describe  the 
device.  Its  Intended  use,  and  the  direc¬ 
tions  for  its  use. 

5.  A  statement  Indicating  how  the  de¬ 
vice  Is  substantially  equivalent  to  and 
how  It  Is  not  substantially  equivalent  to 
other  products  of  similar  tjrpe  In  com¬ 
mercial  distribution,  accompanied  by 
supporting  data  (including  clinical  data, 
where  necessary) .  Information  Is  needed 
by  FDA  concerning  both  how  a  device 
Is  similar  to  and  how  it  is  different  from 
other  products  to  aid  the  agency  In  de¬ 
termining  whether  the  device  Is,  In  fact, 
substantially  equivalent  to  prior  prod¬ 
ucts.  The  statement  may  Include  a  list 
of  materials  iised  In  the  construction  of 
the  device  and  a  description  of  the  oper¬ 
ating  principles  of  the  device. 

6.  Where  a  person  required  to  register 
intends  to  introduce  Into  conunerclal  dis¬ 
tribution  a  device  that  has  undergone  a 
significant  change  or  modification  that 
could  affect  the  safety  or  effectiveness  of 
the  device,  or  the  device  is  to  be  marketed 
for  a  new  or  different  indication  for 
use.  the  premarket  notification  submis¬ 
sion  must  Include  appropriate  support¬ 
ing  data  to  show  that  the  manufacturer 
has  considered  what  consequences  and 
effects  the  change  or  modification  or  new 
use  might  have  on  the  safety  and  effec¬ 
tiveness  of  the  device.  Information  on 
such  a  change  or  modification  shall  be 
submitted  whether  the  change  or  mod¬ 
ification  Is  being  made  to  a  person’s  ovm 
device  or  a  device  marketed  by  another 
person. 

It  Is  the  Commissioner’s  Intention  to 
assure  himself  that  the  consequences 
and/or  effects  of  any  planned  change  In 
a  device  have  been  adequately  assessed 
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prior  to  Introduction  of  the  device  for 
commercial  distribution.  The  support¬ 
ing  data  may  include  data  to  show  that 
changes  in  design,  material,  chemical 
composition,  energy  source,  or  manu¬ 
facturing  process  do  not  compromise  the 
safety  and  effectiveness  of  the  device. 
The  significance  of  a  change  In  a  device 
will  vary  according  to  the  type  of  device, 
its  complexity,  and  its  intended  uses. 
For  example,  whether  a  change  in  the 
materials  used  or  in  the  components  of 
a  device  is  signlflcant,  and  thus  compels 
a  premarket  notification,  will  vary  with 
the  device. 

Each  premarket  notification  submis¬ 
sion  received  by  FDA  will  be  reviewed 
to  determine  whether  the  device  in¬ 
tended  for  introduction  for  commercial 
distribution  is  of  the  same  type  as,  and 
substantially  equivalent  to,  a  device 
previously  introduced,  or  is  of  the  same 
type  as,  and  substantially  equivalent  to, 
a  device  that  was  first  marketed  after 
May  28,  1976,  but  has  subsequently  been 
classified  into  class  I  or  n.  The  infor¬ 
mation  required  by  proposed  §  807.87 
Is  essenticd  for  FDA  to  determine 
whether  or  hot  the  device  intended  for 
Introduction  into  commercial  distribu¬ 
tion  is  automatically  subject  to  the  re¬ 
quirement  of  premarket  approval. 

When  the  Commissioner  finds,  on  the 
basis  of  the  information  contained  in  the 
premarket  notification  stibmission,  that 
a  device  is  not  of  the  same  type  as,  or  is 
not  substantially  equivalent  to,  a  device 
previously  on  ^e  market  or  a  device 
first  marketed  after  May  28,  1976,  that 
has  been  subsequently  classified  into 
class  I  or  n,  he  will  notify  the  person 
submtttlng  the  premarket  notification  in 
writing  that  the  device  is  immediately 
subject  to  premarket  approval  as  pro¬ 
vided  in  section  515  of  the  act.  Simi¬ 
larly,  when  the  Commissioner  finds  that 
the  device  intended  for  introduction 
Into  commercial  distribution  is  of  the 
same  type  as  and  substantially  equiva¬ 
lent  to  a  device  previously  in  commer¬ 
cial  distribution,  the  Commissioner  will 
promptly  advise  the  affected  person  in 
writing  of  such  a  finding. 

When  the  Commissioner  determines 
that  there  is  insufficient  information  in 
the  premarket  notification  submission  to 
determine  whether  or  not  a  device  is  of 
the  same  type  as,  or  substantially  equiv¬ 
alent  to.  a  device  in  commercial  dis¬ 
tribution,  he  may  request  additional 
data  regarding  the  device.  Proposed 
i  807.87(g)  would  require  each  person 
who  submits  a  premarktt  notification 
pursuant  to  section  510(k)  of  the  act  to 
submit  additional  information  regard¬ 
ing  the  device  upon  the  written  request 
of  the  Commissioner.  Any  request  for 
additional  information  would  advise  the 
person  that  there  Is  insufficient  Infor¬ 
mation  contained  in  the  premarket  no¬ 
tification  submission  to  make  the  re¬ 
quired  determination,  and  that  the 
person  may  either  file  a  new  premarket 
notification  submission  containing  the 
requested  Information  at  least  90  days  be¬ 
fore  he  intends  to  market  the  device,  or 
submit  a  premarket  approval  applica¬ 
tion  In  accordance  with  section  515  of 
the  act.  Such  request  will  be  issued  with¬ 


in  30  days  from  the  time  of  receipt  of  a 
premarket  notification  submission,  so 
that  final  action  can  be  completed  by 
FDA  within  120  days  of  the  original 
submission  if  additional  information  Is 
required  to  determine  substantial 
equivalence.  The  Commissioner  intends 
to  expedite  FDA  processing  of  premar¬ 
ket  notification  submissions  and  to 
minimize  disruption  of  manufacturers’ 
marketing  plans. 

Proposed  §  807.90  prescribes  the  ad¬ 
dress  and  format  for  submitting  a  pre¬ 
market  notification.  Each  submission 
shall  (1)  be  addressed  to  the  Food  and 
Drug  Administration.  Bureau  of  Medical 
Devices  and  Edagnostic  Products,  Docu¬ 
ment  Control  Center  (HFK-20),  8757 
Georgia  Ave.,  Silver  Spring.  MD  20910, 
(2)  be  boimd  in  a  volume  where  neces¬ 
sary.  (3)  be  submitted  in  duplicate  on 
8>/2-  by  11-lnch  paper,  and  (4)  contain 
a  cover  sheet  marked  “510(k)  Notifica¬ 
tion."  All  inquiries  regarding  a  premar¬ 
ket  notification  submission  should  be  in 
writing  and  sent  to  the  address  indi¬ 
cated  above. 

Proposed  g  807.95  addresses  confiden¬ 
tiality  of  information.  The  public  release 
of  data  and  Information  relating  to  a 
premarket  notification  will  be  governed 
by  FDA’s  public  information  regulations 
imder  Part  4  (21  CFR  Part  4) .  Release  of 
such  data  and  information  involves  two 
primary  considerations.  The  first  consid¬ 
eration  is  that  the  information  that  a 
manufacturer  intends  to  market  a  de¬ 
vice  may  have  commercial  value,  and  the 
intMit  to  market  a  device  is  evidenced  by 
the  submission  of  a  premarket  notifica¬ 
tion.  The  second  consideration  is  the  sta¬ 
tus  of  data  and  information  contained  in 
a  premarket  notification  submission. 

The  Commissioner  notes  that  the  in¬ 
tent  to  market  a  device  is  often  consid¬ 
ered  confidmtlal  commercial  informa¬ 
tion  within  the  device  Industry  because 
the  prematture  disclosure  of  a  firm’s  mar¬ 
keting  plans  could  result  in  a  competitive 
advant^e  to  the  firm’s  competitors. 

For  ttiis  reason,  the  Commissioner  is 
proposing  in  |  807.95  a  process  whereby 
the  owner  or  operator  of  an  establish¬ 
ment  may  request  that  FDA  hold  as  con¬ 
fidential  the  intent  to  market  a  device. 
This  provision  provides  an  opportunity 
for  the  owner  or  operator  to  certify  in 
writing  to  the  Commissioner  Uiat  he  con¬ 
siders  the  intent  to  market  a  device  to 
be  confidential  commercial  information; 
that  he  has  not  disclosed  the  intent  to 
market  a  device  to  anyone  except  em¬ 
ployees  of  the  establishment;  that  he  has 
not  disclosed  the  Intent  to  market  a  de¬ 
vice  to  sclMitlsts.  market  analysts,  ex¬ 
porters,  or  other  individuals  who  are  not 
paid  consultants  to  the  establishment; 
and  that  he  has  taken  precautions  to 
protect  the  confidentiality  of  his  inten¬ 
tion  to  market  a  device. 

This  written  certification  by  the  own¬ 
er  or  operator  of  an  establishment  re¬ 
garding  the  confidential  nature  of  the 
Intent  to  market  a  device  shall  be  in¬ 
cluded  in  the  premarket  notification 
submission.  After  the  effective  date  of 
the  final  regulations,  those  premarket 
notification  submissions  that  do  not  in¬ 


clude  a  wrltoi  certification  regarding  the 
confidential  nature  of  the  intent  to  mar¬ 
ket  a  device  will  be  available  for  public 
disclosure  In  accordance  with  FDA’s 
public  information  regulations.  Until  the 
effective  date  of  the  final  regxilations, 
FDA  will  regard  information  on  intent 
to  market  a  device  contained  in  pre¬ 
market  notification  submissions  as  con¬ 
fidential,  whether  or  not  there  has  been 
compliance  with  the  proposed  regula- 
ti<ms. 

Proposed  g  807.95 (b>  addresses  the 
length  of  time  during  which  the  Commis¬ 
sioner  will  protect  the  confidentiality  of 
the  intent  to  msu-ket  a  device.  When  the 
Commissioner  determines  that  the  own¬ 
er  or  operator  of  an  establishment  has 
complied  with  the  procedures  described 
in  proposed  g  807.95(a),  the  Commis¬ 
sioner  will  protect  the  confidentiality  of 
the  intent  to  market  a  device  for  90  days 
from  the  date  of  receipt  of  the  premarket 
notification  submission  by  FDA.  Pro¬ 
posed  f  807.95(b)  also  provides  that  the 
Commissioner  will  continue  to  protect 
the  confidentiality  of  the  intent  to  mar¬ 
ket  a  device  in  those  instances  when  the 
Commissioner  (1)  requests  in  writing  ad¬ 
ditional  information  regarding  the  device 
pursuant  to  g  807.87(g) ;  or  (2)  deter¬ 
mines  that  a  device  intended  for  intro¬ 
duction  into  commercial  distribution  is 
not  substantially  equivtdent  to  a  device 
already  in  commercial  distribution  by 
May  28. 1976. 

Proposed  g  807.95(c)  establishes  a  pro¬ 
cedure  whereby  the  owner  or  operator 
of  an  establishment  may  at  the  time  of 
submitting  a  premarket  notification  sub¬ 
mission  request  that  the  Commissioner 
protect  the  confidentiality  of  the  int^- 
tion  to  market  a  device  for  more  than  90 
days  from  the  date  of  receipt  of  the  pre¬ 
market  notification  submjsdon  by  FDA. 
'The  Commissioner  anticipates  situations 
where  marketing  plans  may  be  delayed 
due  to  unforseen  circiunstances.  Such 
circiunstances  may  be  an  employee  or 
carrier  strike,  shortages  of  critical  com¬ 
ponents.  imfavorable  economic  condi¬ 
tions,  or  other  situations. 

When  the  Commissioner  determines 
that  (1)  an  owner  or  operator  has  com¬ 
plied  with  the  procedures  described  in 
g  807.95(a),  and  (2)  the  actual  introduc¬ 
tion  of  the  device  into  commercial  dis¬ 
tribution  may  take  longer  than  90  days, 
and  (3)  the  owner  or  operator  agrees  to 
notify  the  Commissioner  in  writing  when 
the  device  enters  into  commercial  dis¬ 
tribution,  the  Commissioner  will  protect 
the  confidentiality  of  the  intent  to  mar¬ 
ket  a  device  until  the  receipt  of  notifica¬ 
tion  by  the  owner  or  operator  of  the  es¬ 
tablishment  that  the  device  has  entered 
into  commercjal  distribution. 

The  Food  and  Drug  Administration 
will  not  disclose  any  safety  and  effec¬ 
tiveness  data  contained  in  a  premarket 
notification  submission  (unless  it  has  al¬ 
ready  been  disclosed)  before  final  classi¬ 
fication  of  the  product.  Other  data  and 
lnf(Mmiation.  unless  it  is  exempt  from 
public  disclosure  in  accordance  with 
FDA’s  public  information  regulations, 
will  be  available  for  public  disclosure. 
After  classification,  material  that  is  ex¬ 
empt  from  public  disclosure  will  continue 
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to  be  reatined  as  conlid^Ual.  Tlius.  If 
submissions  contain  data  or  information 
that  is  a  trade  secret  or  omstltutes  com¬ 
mercial  or  financial  information  that  is 
privileged  or  confidential  within  the 
Tn<»<tning  of  {  4.61  (21  CFR  4.61),  OT  iS 
otherwise  exempt  from  disclosure  under 
Part  4.  such  information  will  be  re¬ 
tained  as  confidentiaL  After  classifica- 
ticm,  any  safety  and  effectiveness  data 
accompanying  a  premarket  notification 
submission  relating  to  a  device  classified 
in  class  m  (premarket  approval)  will  be 
retained  as  confidentiaL  Safety  and  ef¬ 
fectiveness  data  relating  to  devices  in 
class  I  (general  controls)  or  class  n  (per¬ 
formance  standards)  will  be  available  for 
release  to  the  public  upon  final  classifica¬ 
tion. 

Proposed  {807.97  advises  a  msmufac- 
turer  who  submits  a  premarket  notlflca- 
ti(m  in  accordance  with  Subpart  E  of 
Part  807  that  submission  of  a  premarket 
notification  and  subsequent  determina¬ 
tion  by  the  Commissioner  that  the  device 
is  substantially  equivalent  to  a  device  in 
commerdal  distribution  before  May  28. 
1976,  or  substantially  equivalent  to  a  de¬ 
vice  introduced  into  commercial  distribu¬ 
tion  after  May  28.  1976,  that  has  subse- 
(luently  been  classified  into  class  I  or  II, 
does  not  in  any  way  denote  official  ap¬ 
proval  of  the  device.  Any  representation 
that  creates  an  impression  of  official  ap¬ 
proval  because  ot  complying  with  the 
premarket  notification  reg^ations  is  mis¬ 
leading  and  constitutes  misbranding.  The 
Commissioner  is  emphasizing  that  any 
review  of  a  premarket  notification  by 
FDA  does  not  in  any  way  imply  that  the 
device  is  in  compliance  with  any  other 
pertinent  sections  of  the  act. 

A  conforming  amendment  to  {  809.20 
(21  CFR  809.20)  Is  also  being  pr(^x)sed. 
Additional  minor  cross-reference  c(m- 
forming  amendments  to  |{  4.100  and  4.- 
116  (21  CFR  4.100  and  4.116)  wUl  be 
made  when  the  regulations  in  this  pro¬ 
posal  are  published  in  final  form. 

The  (Commissioner  has  carefully  c<m- 
sidered  the  environmental  effects  of  the 
proposed  regulation  and,  because  the 
proposed  action  will  not  significantly  af¬ 
fect  the  quality  of  the  human  environ¬ 
ment.  has  concluded  that  an  enviitm- 
mental  impact  statement  is  not  required. 
The  C(mimissloner  has  also  carefully 
considered  the  Inflation  impact  of  the 
proposed  regulation  as  required  by  Ex¬ 
ecutive  Order  11821,  OMB  (Circular  A- 
107.  and  the  Guidelines  issued  by  the  De¬ 
partment  of  Health,  Education,  suid  Wel¬ 
fare.  and  no  major  inflation  impact  has 
been  found.  (Copies  of  the  FDA  environ¬ 
mental  and  inflation  impact  assessments 
are  on  file  with  the  Hearing  Clerk,  Pood 
and  Drug  Administration. 

Therefore,  under  the  Federal  Pood, 
Drug,  and  (Cosmetic  Act  (secs.  301  (p), 
501,  502,  510,  701(a),  52  Stat.  1049-1051 
as  amended.  1055,  86  Stat.  562,  90  Stat. 
576-580  (21  u  s  e.  331(p).  351,  352,  360, 
371(a)))  and  under  authority  delegated 
to  him  (21  CFR  5.1)  (recodification  pub¬ 
lished  in  the  PxDERAL  Register  of  Jime 
15,  1976  (41  PR  24262)),  the  CcKumis- 
siemer  proposes  that  (Chapter  I  of  Title 


PROPOSED  RULES 

21  of  the  Code  of  Federal  Regulations  be 
amended  as  follows: 

1.  By  adding  new  Part  807  to  read  as 
follows: 

PART  807— ESTABLISHMENT  REGISTRA¬ 
TION  FOR  MANUFACTURERS  OF  DE¬ 
VICES 

Subpatt  A— Qwwral  Pravislons 

Sec. 

807 A  Definitions. 

Subpart  B— Prooaduras  for  Domestic  Device 
Establishments 

807A0  Who  must  register. 

807 Times  for  establishment  registration. 
807Aa  How  and  Where  to  register  establish¬ 
ments. 

807A6  Information  required  or  requested 
for  establishment  registration. 

807 A6  Amendments  to  establishment  regis¬ 
tration. 

807 AS  Notification  of  registrant. 

807A7  Inspection  of  establishment  registra¬ 
tions. 

807A9  Misbranding  by  reference  to  estab- 
llsbment  registration  or  to  regis¬ 
tration  number. 

Subpart  C — Rogtstratlon  Procedures  for  Foreign 
Device  Establishments 

807.40  Bstabllshment  registration  for  tor- 
elgn  manufacturers  of  devices. 

Subpart  D— Exemptions 

807A5  Exemptions  for  device  establlah- 
ments. 

Subpart  E  Pramarbat  NaHficatien  Procaduraa 

807.81  When  a  premarket  notification  rab- 
mlsslon  Is  required. 

807 AS  Exemption  from  premarket  notifi¬ 
cation  for  custom  device  manu¬ 
facturers. 

807A7  Information  required  in  a  premarket 
notification  submission. 

807 AO  Format  of  a  premarket  notification 
submission. 

807 AS  Omfidentlality  of  Information. 

807A7  Mtsbranalng  by  reference  to  pre¬ 
market  notification. 

Autrobitt:  Secs.  301  (p)  501,  602.  610, 
701(a).  62  SUt.  1042-1043  as  amended.  104»- 
1060  as  amended,  1056,  BO  Stat.  576-680  (21 
UA.C.  831  (p),  361,  362,  360,  371(a))). 

Subpart  A — General  Provisions 
§  807.3  Definitions. 

(a)  “Commercial  distribution”  means 
any  distribution  of  a  device  Intended  for 
human  use  which  is  held  or  offered  for 
sale  but  does  not  include  the  fcdlowlng: 

(1)  Internal  or  interplant  transfer  of 
a  device  between  registered  domestic  es¬ 
tablishments  within  the  same  parent, 
subsidiary,  and/or  affiliate  company: 

(2)  Any  distribution  of  a  device  in¬ 
tended  for  human  use  which  has  in  ef¬ 
fect  an  approved  exemption  for  investi¬ 
gational  use  pursuant  to  section  520(g) 
of  the  act  and  Part  812  of  this  chapter; 
or 

(3)  Any  distribution  oi  a  device,  before 
the  effective  date  of  Part  812  of  this 
chapter,  that  was  not  introduced  or  de¬ 
livered  for  introduction  into  interstate 
commerce  for  commercial  distribution 
before  May  28,  1976,  and  that  is  classi¬ 
fied  into  class  HI  under  section  513(f)  of 
the  act: 

Provided,  That  the  device  Is  intoided 
solely  for  Investigational  use,  and  under 
section  501(f)  (2)  (A)  of  the  act  the  de¬ 


vice  Is  not  re(iulred  to  have  an  aiH>roved 
premarket  amiroval  application  as  pro¬ 
vided  in  section  515  of  the  act. 

(b)  “Establishment”  means  a  place  (ff 
business  under  one  management  at  one 
general  physical  location  at  which  a  de¬ 
vice  Is  manufactured,  assembleiL  oe 
otherwise  processed. 

(c)  “Manufacture,  preparation,  prop¬ 
agation,  compounding,  assembly,  or 
processing*’  of  a  device  means  the  making 
by  chemical,  physical,  biological,  or  other 
procedures  of  any  article  that  meets  the 
definition  of  device  in  section  201(h)  of 
the  act.  These  terms  Include  the  follow¬ 
ing  activities; 

(1)  Repackaging  or  otherwise  chang¬ 
ing  the  container,  wrai^ier,  or  labeling  of 
any  device  package  in  furtherance  ot  the 
distributi(m  of  the  device  frcrni  the  orig¬ 
inal  place  of  manufacture  to  the  person  ! 
who  makes  final  delivery  or  sale  to  the 
ultimate  c<Misumer; 

(2)  Initial  distribution  of  Impiorted  de¬ 
vices;  or 

(3)  Initiation  of  specifications  for  de¬ 
vices  that  are  manufactured  by  a  sec¬ 
ond  party  for  subsequent  ccxnmercial 
distribution. 

(d)  “Official  correspondent”  means  the 
person  designated  by  the  owner  or  op¬ 
erator  of  an  establishment  as  respcMislble 
for  the  following: 

(1)  The  annual  registration  of  the  es¬ 
tablishment; 

(2)  Contact  with  the  Pood  and  Drug 
Administration  for  device  listing; 

(3)  Maintenance  and  submission  of  a 
current  list  of  officers  and  directors  to 
the  Food  and  Drug  Administration  upon 
the  request  of  the  Ctommtssloner;  and 

(4)  The  receipt  of  pertinent  corre¬ 
spondence  from  the  Po()d  and  Drug  Ad- 
inlnlstratlon  directed  to  and  involving 
the  owner  or  operator  and/or  any  of  the 
firm's  establishments. 

(e)  “Owner  or  operator”  means  the 
corporation,  suteidlary,  affiliated  cem- 
pany,  partnership,  or  proprietor  directly 
responsible  for  the  activities  of  the  reg¬ 
istering  establishment. 

Subpart  B — Procedures  for  Domestic 
Device  Establishments 

§  807.20  Who  most  regislrr. 

(a)  Any  owner  or  operator  of  an  es¬ 
tablishment,  not  exempt  imder  section 
510(g)  of  the  act  or  Subpart  D  of  this 
part,  engaging  in  the  manufacture,  prep¬ 
aration.  propagation,  compounding,  as¬ 
sembly  or  processing  of  a  device  Intended 
for  human  use  is  required  to  register.  The 
term  device  includes  all  in  vitro  diagnos¬ 
tic  products  and  in  vitro  diagnostic  bio¬ 
logical  products  not  subject  to  licensing 
imder  section  351  of  the  Public  Health 
Service  Act.  Such  owner  or  operator  is 
required  to  register  his  name,  places  ol 
business,  and  all  such  establishments 
whether  or  not  the  output  of  such  estab¬ 
lishments  enter  interstate  commerce.  The 
registration  requirements  shall  pertain 
to  any  person  who; 

(1)  Initiates  or  develops  specificatiema 
for  a  device  that  is  to  be  manufactured 
for  him  for  subsequent  commercial  dis-  , 
tributian;  ... 
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(2)  Manufacturers  for  c(»nmerclal  dis* 
trlbutlcm  a  device  either  for  himself  or 
for  another  person; 

(3)  Repackages  or  relabels  a  device;  or 

(4)  Riitlally  distributes  a  device  lm« 
ported  into  the  United  States. 

(5)  Manufactures  components  or  ac¬ 
cessories  which  are  ready  to  be  used  for 
any  intended  health-related  piupose  and 
are  packaged  or  labeled  for  commercial 
distribution  for  such  health-related  pur¬ 
pose,  e.g.,  blood  filters,  hemodialysis  tub¬ 
ing.  or  devices  which  of  necessity  must 
be  further  processed  by  a  licensed  prac¬ 
titioner  or  other  qualified  person  to  meet 
the  needs  of  a  particular  patient.  e.g.,  a 
manufacturer  of  ophthalmic  lens  blanks. 

(b)  No  registration  fee  is  required.  Reg¬ 
istration  does  not  constitute  an  admis¬ 
sion  or  agreement  or  determination  that 
a  product  is  a  “device”  within  the  mean¬ 
ing  of  section  201(h)  of  the  act. 

S  807.21  Times  for  establishment  regis> 
tration. 

The  owner  or  operator  of  an  establish¬ 
ment  entering  into  or  presently  engaged 
In  an  operation  defined  in  8  807.3(c)  shall 
register  such  establishment  within  15 
days  of  receiving  Form  FI>-2891,  Initial 
Re^tration  of  E)evice  Establishment.  If 
the  owner  or  operator  of  the  establish¬ 
ment  has  not  previously  entered  into 
such  operation,  registration  shall  follow 
within  S  days  after  the  submission  of  a 
premarket  notification  submission  pur¬ 
suant  to  section  510(k)  of  the  act.  Own¬ 
ers  or  operators  of  all  establishments  so 
engaged  shall  register  annually  between 
November  IS  and  December  31. 

§  807.22  How  and  where  to  register 
establishments. 

The  first  registration  of  a  device  es¬ 
tablishment  shall  be  on  Form  FD-2891. 
Initial  Registration  of  Device  Establish¬ 
ment.  Forms  are  obtainable  on  request 
from  the  Department  of  Health.  Educa¬ 
tion.  and  Welfare,  Food  and  Ding  Ad¬ 
ministration,  Bureau  of  Medical  Devices 
and  Diagnostic  Products.  Registration 
and  Usting  Section  (HFK-124).  8757 
Georgia  Ave.,  Silver  Spring,  MD  20910, 
or  from  the  Food  and  Drug  Adminis¬ 
tration  district  offices.  Subsequent  an¬ 
nual  registration  shall  be  accomplished 
on  Form  FD-2891  (a).  Registration  of 
Device  Establishment,  which  will  be  fur¬ 
nished  by  the  Food  and  Drug  Adminis¬ 
tration  before  November  15  of  each  year 
to  establishments  whose  device  registra¬ 
tion  for  that  year  was  validated  pursuant 
to  8  807.35(a) .  The  completed  form  shall 
be  mailed  to  the  above  address  before 
December  31  of  that  year. 

§  807.25  Information  required  or  re¬ 
quested  for  establishment  registra¬ 
tion. 

(a)  Form  FD-2891.  Initial  Registration 
of  Device  Establishment,  and  form  FD- 
2891  (a),  Registration  of  Device  Estab¬ 
lishment,  are  the  approved  fprms  for  ini¬ 
tially  providing  the  information  required 
by  the  act  and  for  providing  annual  reg¬ 
istration,  respectively.  ITie  required  in¬ 
formation  includes  the  name  and  street 
address  of  the  device  establishment,  in¬ 


cluding  post  <d&ce  ZIP  code,  an  trade 
namaa  used  bj  the  establishment,  and 
the  buslneM  trading  name  of  the  owner 
or  operator  of  such  establishment 

(b)  The  owner  or  operator  shaU  iden¬ 
tify  the  device -activities  of  the  estaMlsh- 
ment  such  as  manufacturing,  repackag¬ 
ing,  or  distributing  of  imported  devices 
and  identify  any  other  FDA  registries  in 
which  the  establishment  is  registered. 

(c)  Each  owner  or  operator  is  required 
to  maintain  a  listing  of  aU  officers,  direc¬ 
tors,  and  partners  for  each  establishment 
he  registers  and  to  furnish  this  informa¬ 
tion  to  the  Food  and  Drug  Administra¬ 
tion  upon  request. 

(d)  Each  owner  or  operator  shall  pro¬ 
vide  the  name  of  an  official  correspond¬ 
ent  who  will  serve  as  a  p<Mnt  of  c(m- 
tact  between  the  Food  and  Drug  Admin¬ 
istration  and  the  establishment  for  mat¬ 
ters  relating  to  the  registration  of  device 
establishments  and  the  listing  of  device 
products.  All  future  correspondence  re¬ 
lating  to  registration,  including  requests 
for  the  names  of  partners,  officers,  and 
directors,  will  be  directed  to  this  official 
correspondent.  In  the  event  no  person  is 
deslgnt^ted  by  the  owner  or  operator,  the 
owner 'or  operator  of  the  establishment 
will  be  the  official  correspondent 

(e)  ITie  designation  of  an  official  cor¬ 
respondent  does  not  in  any  manner  affect 
the  liability  of  the  owner  or  operator 
of  the  establishment  or  any  other  in¬ 
dividual  under  section  301  (p)  or  any 
other  provisiim  of  the  act. 

§  807.26  Amendments  to  establishment 
registration. 

Changes  in  individual  ownership,  cor¬ 
porate  or  partnership  structure,  or  loca¬ 
tion  of  an  operation  defined  in  8  807.3(c) 
shall  be  sutHnltted  on  Form  FD-2891  (a). 
Registration  of  Device  Establishment. 
This  information  shall  be  submitted 
shall  be  submitted  within  5  days  of  such 
changes.  Changes  in  the  names  of  of¬ 
ficers  and/or  directors  of  the  corpora- 
tion(s)  shall  be  filed  with  the  establish¬ 
ment’s  official  correspondent  and  shall  be 
provided  to  the  Food  and  Drug  Admin¬ 
istration  upcm  receipt  of  a  written  re¬ 
quest  for  this  information. 

§  807.35  Notification  of  registrant. 

(a)  The  Ccmmlssioner  will  provide  to 
the  official  correspondent,  at  the  address 
listed  on  the  form,  a  validated  copy  (ff 
Form  FD-2891  or  Form  FD-2891  (a) 
(whichever  is  aiH>llcable)  as  evidence  of 
registration.  A  permanent  registration 
number  wlU  be  assigned  to  each  device 
establishment  registered  in  accordance 
with  these  regulations. 

(b)  Owners  and  operators  of  device  es¬ 
tablishments.  who  also  manufacture  or 
process  blood  or  drug  products  at  the 
same  establishment,  shall  also  register 
with  both  the  Bureau  of  Biologies  and 
the  Bureau  of  Drugs  as  appropriate. 
Blood  products  shall  be  listed  with  the 
Bureau  of  Biologies.  Food  and  Drug  Ad¬ 
ministration,  pursuant  to  Part  607  of  this 
chapter,  and  drug  products  shall  be  listed 
with  the  Bureau  of  Drugs,  Food  and 
Drug  Administration,  pursuant  to  Part 
207  of  this  chapter. 


(c)  Although  establishment  registra¬ 
tion  Is  requit^  to  engage  In  the  device 
activities  described  In  f  807.20,  valida¬ 
tion  of  registration  in  its^  does  not  es¬ 
tablish  that  the  holder  of  the  regls- 
trati<m  Is  legally  qualified  to  deal  in  such 
devices  and  does  not  represent  a  deter¬ 
mination  by  the  Food  and  Drug  Admlnis- 
tratlcm  as  to  the  status  ot  any  device. 

§  807.37  Inspection  of  establishment 
registrationa. 

A  copy  of  the  Form  FD-2891,  Initial 
Registration  of  Device  Establishment, 
and  FD-2891  (a).  Registration  of  Device 
Establishment,  filed  by  the  registrant 
will  be  available  for  Inspection  pursuant 
to  section  510(f)  of  the  act,  at  the  De¬ 
partment  ot  Health,  Education,  and  Wel¬ 
fare.  Food  and  Drug  Administration,  Bu¬ 
reau  of  Medical  Devices  and  Diagnostic 
Products.  Registration  and  Device  List¬ 
ing  Section  (HFK-124),  8757  Georgia 
Ave.,  Silver  luring,  MD  20910.  In  addi¬ 
tion,  there  will  be  available  fix'  inspec¬ 
tion  at  each  of  the  Food  and  Drug 
Administration  district  (^ces  the  same 
information  for  firms  within  the  geo¬ 
graphical  area  of  such  district  office. 
Up(Hi  request  and  receipt  of  a  self-ad¬ 
dressed  stamps  envelope,  verification  of 
registration  number  or  location  of  a  reg¬ 
istered  establishment  wlU  be  provided. 

§  807.39  Misbranfling  by  reference  to 
establishment  registration  or  to  reg 
istration  number. 

Registratimi  of  a  device  establishment 
or  assignment  of  a  registration  nxunber 
does  not  in  any  way  denote  approval  of 
the  establishment  or  its  products.  Any 
representation  that  creates  an  impres¬ 
sion  of  official  approval  because  of  reg¬ 
istration  or  possession  of  a  registration 
number  Is  misleading  and  constitutes 
misbranding. 

Subpart  C-nReglstration  Procedures  for 
Foreign  Deidce  Establishments 

§  807.40  Establishment  registration  for 
foreign  manufacturers  of  devices. 

Foreigpi  device  establishments  that  ex¬ 
port  devices  into  the  United  States  are 
requested  to  register  in  accordance  with 
the  procedures  of  Subpart  B  of  this  part, 
unless  exempt  imder  Subpart  D  of  this 
part. 

Subpart  D— Exemptions 

§  807.65  Exemptions  for  device  e^tab. 
lishments. 

The  following  classes  of  persons  are 
exempt  from  registration  in  accordance 
with  8  807.20  imder  the  provisions  of  sec¬ 
tion  510(g)  (1).  (2),  and  (3)  of  the  act. 
or  because  the  Conunlssioner  has  found, 
under  section  510(g)  (4)  of  the  act,  that 
such  registration  is  not  necessary  for  the 
protection  of  the  public  health : 

(a)  A  manufacturer  of  raw  materials 
or  components  to  be  used  in  the  manu¬ 
facture  or  assembly  of  a  device  who 
would  otherwise  not  be  required  to  regis¬ 
ter  under  the  provisions  of  this  part. 

(b)  A  manufacturer  of  devices  to  be 
used  solely  for  vet^lnary  purposes. 

(c)  A  manufacturer,  of  gmeral  pur¬ 
pose  articles  such  as  chemical  reagents  or 
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laboratory  equlpm«it  whoae  UBea  are 
generally  known  by  persona  trained  In 
their  use  and  which  are  not  labeled  or 
promoted  for  medical  uaes. 

<d)  Licensed  practitkmers,  Imdnding 
physicians,  dentil  clinical  laboratories, 
and  cgitooietrlita.  srho  manufacture  or 
otherwise  alter  devices  solely  for  use  In 
their  practice. 

(e)  Pharmacies,  surgical  supidy  out¬ 
lets,  or  other  similar  retail  establish¬ 
ments  dispensing  or  selling  devices  in  the 
regular  course  of  business  at  the  retail 
lev^  This  exemptl(«  also  i^idles  to  a 
pharmacy  or  other  similar  retail  estab¬ 
lishment  that  pim^hases  a  device  for  sub¬ 
sequent  distribution  under  its  own  name, 
e.g.,  a  property  labeled  health  aid  such  as 
an  dastic  bandage  or  crutch,  indicating 
«*dl8trlbuted  by”  or  ^manufactured  for” 
followed  by  the  name  of  the  pharmacy. 

(f )  Persons  who  manufacture,  prepare, 
propagate,  compound,  or  process  devices 
soldy  for  use  In  research,  teaching,  or 
analysis  and  do  not  Introduce  such 
devices  into  commercial  dlstrtbiition. 

(g)  Persons  who  handle  devices  but 
make  no  revisions  to  such  devices  or 
thdr  immediate  containers,  such  as 
wholesalers  or  warehousers. 

(h)  Carriers  by  reason  of  their  recdpt, 
carriage,  holding  or  delivery  of  devices  in 
the  usual  course  of  business  as  carrters. 

(i>  Persons  ^rtio  diq>en8e  devices  to 
the  ultimate  consumer  and  vrtiose  major 
responsibility  is  to  render  a  service  neces¬ 
sary  to  provide  the  c<msumer  with  a  de¬ 
vice;  for  example,  a  hearing  aid  dealer, 
optician,  and  personnel  from  a  hoq)ttal. 
eUnic,  dental  laboratory,  orthotlc  or  pros¬ 
thetic  retail  facility,  whose  primary 
function  is  to  dispense  or  provide  a  previ¬ 
ously  manufact\ired  device  to  a  con¬ 
sumer. 

Subpart  E — Premarket  Notification 

.  Procaduras 

8  807,81  When  a  premarket  notification 
aabmimion  is  reqaired. 

(a)  Except  as  provided  In  paragraph 

(b)  of  this  sectlo^  each  person  who  is 
required  to  register  his  estabUsbmoit 
pursuant  to  section  510  of  the  act  and 
who  proposes  to  begin  the  introduction 
or  deliv^  for  introduction  into  inter¬ 
state  commerce  for  commercial  distilba- 
tkm  of  a  device  intended  for  human  use 
must,  unless  exempt  under  f  807.85,  at 
least  90  days  before  introduction  or 
delivery,  submit  a  premarket  noUflcatlon 
submission  to  the  Food  and  Drug  Ad¬ 
ministration  if  the  device  meets  any  of 
the  following  criteria: 

(1)  The  device  is  being  introduced  into 
commercial  distribution  for  the  first 
time;  that  is,  the  device  is  not  of  the 
same  type  as.  m:  if  it  is  the  same  type,  is 
not  substantially  equival^t  to  a  device 
in  commercial  distribution  before  kCay  28, 
1976,  or  it  is  not  the  same  type  as,  or,  if 
It  is  the  same  type,  is  not  substantially 
equivalent  to  a  device  introduced  for 
commercial  distribution  after  BCay  28, 
1976  that  has  sobsequaitly  be«!i  reclassi¬ 
fied  into  class  I  or  n. 

(2)  The  device  is  being  introduced 
into  commercial  distribution  for  the  first 


time  by  a  pwbod  required  to  register, 
whether  or  not  the  device  is  the  same 
type  as  and  is  siihstantially.  equivalent  to 
a  devloa  in  oommerclal  distribution.  A 
person  who  reintroduces  a  device  that 
was  once  in  commercial  distribution,  but 
is  subsequently  discontinued,  is  required 
to  submit  a  premarket  notification. 

(8)  The  device  being  Introduced  is  a 
device  that  the  person  currently  has  in 
commercial  distribution,  but  that  has 
beoi  significantly  changed  or  modified  In 
design,  components,  method  of  manufac¬ 
ture,  ot  intended  use.  The  following 
constitute  significant  changes  or  modifi¬ 
cations  that  require  a  premarket  noti¬ 
fication: 

<i>  Any  diange  or  modification  in  the 
device  that  eould  affect  (increase  or  de¬ 
crease)  the  safety  or  effectiveness  of  the 
device.  e.g.,  a  change  or  modificatiem  in 
design,  material,  chemical  composition, 
oiergy  source,  or  manufacturing  process. 

(11)  Any  change  or  modification  in  the 
Intended  use  of  the  device. 

(b)  A  imemarket  notification  under 
this  8id)part  E  Is  not  required  for  a  de¬ 
vice  for  which  a  premarket  approval  ap- 
pUcation  under  section  515  of  the  act,  or 
f<Mr  which  a  petition  to  reclassify  under 
section  513(f)(2)  of  the  act,  is  poiding 
before  the  Pood  and  l>iig  Administra¬ 
tion. 

(c)  In  addition  to  complying  with  the 
requirements  of  this  Part  807,  owners  or 
operators  of  device  establishments  which 
manufacture  electronic  products,  as  de¬ 
fined  in  1  1000.3  of  this  chapt^,  shall 
comply  with  the  reporting  requirements 
eff  F^urt  1002  of  this  chapter. 

8  807,85  Exemption  from  premarkel 
notification  for  custom  device  manu¬ 
facturers. 

A  device  is  exempt  from  the  pronartLet 
nottficatlon  requirements  of  this  subpart 
if  the  device  Intended  for  introduction 
into  commercial  distributitm  is  not  gen¬ 
erally  avsdlable  In  finished  form  for  pur¬ 
chase  or  for  dispensing  upon  prescription 
and  is  not  offered  through  labrtlng  or  ad¬ 
vertising  by  the  manufacture-,  importer, 
or  dtetributor  thereof  for  commercial  dls- 
tributkm,  and  such  device  meets  one  ot 
the  following  conditions: 

(a)  It  is  Intended  for  use  by  a  patient 
named  in  such  order  of  such  physician 
e  dentist  (or  other  specially  qualified 
per8<m):  or 

(b)  It  is  Intended  solely  for  use  by  such 
physician  or  dentist  (or  other  specially 
qualified  person)  or  a  person  imder  his 
professional  supervision  in  the  course  of 
the  professional  practice  of  such  phsrsl- 
clan  or  dentist  (or  other  speciidly  quali¬ 
fied  person),  and  Is  not  generally  availa¬ 
ble  to  or  generally  used  by  other  phsrsi- 
cians  or  dentists  (or  other  specially  qual¬ 
ified  persons) . 

8  807.87  Information  required  in  a  pre¬ 
market  notification  aulmiusion. 

Each  premai^et  notification  submis¬ 
sion  shall  contain  the  following  infor¬ 
mation: 

(a)  The  product  name.  Including  both 
the  trade  or  proprietary  name  and  the 
common  or  usual  name  of  the  device. 


(b)  The  class  In  which  the  device  Is 
classified  under  section  513  of  the  act,  or 
if  the  owner  or  operator  determines  that 
the  device  has  not  been  classified  imder 
such  section,  a  statement  of  that  deter¬ 
mination  and  the  basis  for  such  person’s 
determination  that  the  device  is  not  so 
classified. 

(c)  Action  taken  by  the  person  required 
to  register  to  comply  with  the  require¬ 
ments  of  the  act  under  section  514  for 
performance  standards  or  section  515  for 
premax^et  approvaL 

(d)  Representative  labels,  labeling,  and 
advertisements  sufficient  to  describe  the 
device,  its  intended  use,  and  the  direc- 
tkms  for  its  use. 

(e)  A  statement  Indicating  how  the 
device  Is  substantially  equivalent  to  and 
how  it  is  not  substantially  equivalent  to 
other  products  of  similar  type  in  com¬ 
mercial  distribution,  accompanied  by 
data  to  support  the  statement.  This  In¬ 
formation  may  include  a  list  of  materials 
used  in  the  construction  of  the  device 
and  a  description  of  the  operating  prlncl- 
pies  of  the  device. 

(f)  Where  a  persim  required  to  regis¬ 
ter  intends  to  introduce  into  commer¬ 
cial  distribution  a  device  that  has  under¬ 
gone  a  significant  change  or  modification 
that  could  affect  the  safe^  or  effective 
ness  of  the  device,  or  the  device  Is  to  be 
marketed  for  a  new  or  different  Indica- 
tlcm  for  use,  the  premarket  notification 
submission  must  Include  ainn-oprlate 
supporting  data  to  show  that  the  manu¬ 
facturer  has  considered  what  conse¬ 
quences  and  effects  the  change  or  modi¬ 
fication  or  new  use  might  have  on  the 
safety  and  effectiveness  of  the  device. 

(g)  Any  additional  information  re¬ 
garding  the  device  requested  by  the 
Commissioner  that  is  necessary  for  the 
Commissioner  to  make  a  finding  whether 
or  not  the  device  Is  substantially  equiva¬ 
lent  to  a  device  in  commercial  distribu¬ 
tion.  A  request  for  additional  informa¬ 
tion  will  advise  the  owner  or  operator 
that  there  is  Insufficient  information  con¬ 
tained  In  the  original  premarket  noti¬ 
fication  submission  for  the  Commissioner 
to  determine  whether  the  device  is  sub¬ 
stantially  equivalent  to  a  device  In  com¬ 
mercial  distribution,  and  that  the  owner 
or  operator  may  either  submit  a  new 
premarket  notification  containing  the  re¬ 
quested  Information  at  least  90  days  be¬ 
fore  the  owner  or  operator  Intends  to 
market  the  device,  or  submit  a  premar¬ 
ket  approval  application  In  accordance 
with  section  515  of  the  act 

§  807.90  Formal  of  a  premarkot  nolifi- 
ealion  submission. 

Each  premarket  notification  submis¬ 
sion  pxirsuant  to  Part  807  shall  be  sub¬ 
mitted  in  accordance  with  this  section. 
Each  submission  shall: 

(a)  Be  addressed  to  the  Pood  and  Drug 
Administration.  Bureau  of  Medical  De¬ 
vices  and  Diagnostic  Products.  Document 
Control  Center  (Ul'K-20) ,  8757  Georgia 
Ave.,  SUver  Spring.  MD  20910.  All  in¬ 
quiries  regarding  a  premarket  notifica¬ 
tion  submission  sbould  be  in  writing  and 
sent  to  the  above  address. 
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(b)  Be  bound  into  a  volume  or  vol> 
tunes,  where  necessary. 

(c)  Be  submitted  in  duplicate  on  8^- 
by  ll'inch  paper. 

(d)  Contain  a  cover  sheet  marked 
“510(k)  NOTIFICATION.” 

§  807.95  Confidentiality  of  information. 

(a)  The  existence  of  a  premarket  noti¬ 
fication  submission  under  Part  807  will 

,  generally  be  available  for  public  disclo¬ 
sure  by  the  Food  and  Drug  Administra¬ 
tion  in  accordance  with  Part  4  of  this 
chapter.'  The  person  submitting  a  pre¬ 
market  notification  submission  may, 
however,  request  that  the  Food  and  Drug 
Administration  hold  as  confidential  com¬ 
mercial  information  the  intent  to  market 
a  device  in  90  days.  Any  such  person  who 
wishes  to  request  that  the  Food  and  Drug 
Administration  consider  an  intent  to 
^market  a  device  as  confidential  commer¬ 
cial  Information  shall  certify  in  writing 
to  the  Commissioner: 

(1)  That  the  person  considers  his  in¬ 
tent  to  market  the  device  to  be  confi¬ 
dential  commercial  information; 

(2)  That  neith«:  the  person  nor,  to 
.the  best  of  his  knowledge,  anyone  else 
has  disclosed  his  intent  to  market  the 
device  to  anyone  except  employees  of  the 
establishment; 

(3)  That  the  person  has  not  disclosed 
his  intent  to  market  the  device  to  sclen- 
.tlsts,  market  analysts,  exporters,  or  other 
indivldusds  who  are  not  paid  consultants 
to  the  establishment;  and 

(4)  That  the  person  has  taken  pre¬ 

cautions  to  protect  the  confidentiality 
of  the  intent  to  market  the  device.  The 
written  certification  by  the  person  re¬ 
garding  the  confidential  nature  of  the 
intent  to  market  a  device  shall  be 
included  in  the  premarket  notification 
submission.  ^ 

(b)  Where  the  Commissoner  deter¬ 
mines  that  the  person  has  complied  with 
the  procedures  described  in  paragraph 
<a)  of  this  section,  and  the  Commissioner 
agrees  that  the  intent  to  market  the  de¬ 
vice  is  confidential  commercial  informa¬ 
tion,  the  Commissioner  will  protect  the 
confidentiality  of  the  Intent  to  market  a 
device  for  90  days  from  the  date  of  receipt 
of  the  premaiket  notification  submission 
by  the  agency,  except  that  the  Commis¬ 
sioner  will  continue  to  protect  the  confi¬ 
dentiality  of  an  intent  to  market  a  device 
when  the  Commissioner  (1)  requests  in 
writing  additional  information  regarding 
the  device  pursuant  to  8  807.87(g),  or 


(2)  determines  that  the  device  intended 
for  introduction  into  commercial  distri¬ 
bution  is  not  substantially  equivalent  to 
a  device  already  in  coiiunercial  distribu¬ 
tion  by  May  28, 1976. 

(c) ^  A  person  may  request  in  the  pre- 
market  notification  submission  that  the 
Commissioner  protect  the  confidentiality 
of  the  intent  to  market  a  device  for  more 
than  90  days  frmn  the  date  of  receipt  of 
the  premarket  notification  submission  by 
the  Food  and  Drug  Administration. 
When  the  Commissioner  determines  that 
(Da  person  has  complied  with  the  pro¬ 
cedures  described  in  paragraph  (a)  of 
this  section,  and  the  Commisstoner 
agrees  that  the  intent  to  market  the  de¬ 
vice  is  confidential  c(xnmerclal  ihforma-. 
ti(m,  (2)  the  perscm  has  reason  to  be¬ 
lieve  that  the  actual  introduction  of  the 
device  into  commercial  distribution  may 
take  longer  than  the  intended  90  days, 
and  (3)  the  person  agrees  to  provide  the 
CfHnmissioner  with  written  notification 
as  to  when  the  device  enters  into  c(xn- 
mercial  distribution,  the  Commissioner 
will  protect  the  confidentiality  of  the  in¬ 
tent  to  market  a  device  until  the  receipt 
of  notification  by  the  person  that  the 
device  has  entered  ihto  commercial  dis¬ 
tribution. 

(d)  Data  or  information  submitted 
with,  or  incorporated  by  reference  .in,  a 
premarket  notification  (other  than  safe¬ 
ty  and  effectiveness  data  that  have  not 
been  disclosed  to  the  public)  shall  imme¬ 
diately  be  available  for  disclosure  by  the 
Food  and  Drug  Administration,  unless 
exempt  frcnn  public  disclosure  in  accord¬ 
ance  with  Part  4  of  this  chapter.  Upon 
final  classification,  data  and  information 
relating  to  safety  and  effectiveness  of  a 
device  classified  in  class  I  ((General  Con¬ 
trols)  or  class  H  (Performance  Stand¬ 
ards)  shall  be  available  for  public  dis¬ 
closure.  Data  and  information  relating  to 
safety  and  effectiveness  of  a  device  clas¬ 
sified  in  class  m  (Premarket  Approval) , 
which  has  not  been  released  to  the  pub¬ 
lic,  shall  be  retained  as  confidential  im- 
less  such  data  and  information  bec(xne 
available  for  release  to  the  public  in  ac¬ 
cordance  with  criteria  set  forth  in  Part 
814  of  this  chapter  relating  to  premarket 
approval. 

§  807.97  Misbranding  by  reference  to 
premarket  notification. 

Submission  of  a  premarket  notifica¬ 
tion  by  a'  manufacturer. in  accordance 


with  Subpart  E  of  this  part,  and  a  sub¬ 
sequent  determination  by  the  Commis¬ 
sioner  that  the  device  intended  for  intro¬ 
duction  into  commercial-  distribution 
substantially  equivalent  to  a  device  in 
ccHnmercial  distribution  before  May  28, 
1976,  or  is  substantially  equivalent  to  a 
device  introduced-  into  cmnmercial  dls-_ 
tribution  after  May  28,  1976,  that  has 
subsequently  been  reclassified  into  class 
I  or  n,  does  not  in  any  way  denote  oflS-. 
clal  approval  of  the  device.  Any  represen¬ 
tation  that  creates  an  impression  of  offi¬ 
cial  approval  of  a  device  b^ause  of  cmn- 
plyihg  with  the  premarket  notification 
regulations  is  misleading  and  constitutes 
misbranding. 


PART  809— IN  VITRO  DIAGNOSTIC 
PRODUCTS  FOR  HUMAN  USE 

2.  In  Part  809,  by  amending  §  809.20 
by  revising  paragraph  (a)  to  read  as  fol¬ 
lows: 

§  809.20  General  requirements  for  nruin- 
ufacturers  and  producers  of  in  vitro 
diagnostic  products. 

(a)  Registration  and  product  listing. 
Any  person  who  owns  or  operates  any  es¬ 
tablishment  engaged  in  the  manufacture, 
preparation,  compounding,  or  processing 
of  an  in  vitro  diagnostic  product  should 
register  such  establishment  and  list  suchi 
product(s)  in  accordance  with  the  proce¬ 
dures  established  under  Part  807  of  this 
chapter,  except  that  regulatimi  and  list¬ 
ing  is  not  required  or  requested  at  this 
time  for  general  purpose  laboratory  re¬ 
agents  and  equipment  for  which  labeling 
requirements  are  specified  in  §  809.10(d) . 
•  •  •  «  • 

Interested  persons  may,  on  or  before 
November  2, 1976,  submit  to  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  4-65,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
in  quintuplicate  and  Identified  with  the 
Heari^  Cleik  docket  number  found  in 
brackets  in  the  heading  of  this  docu¬ 
ment)  regarding  this  proposal.  Receive 
comments  may  be  seen*  in  the  above  of¬ 
fice  during  working  hours,  Monday 
through  Friday. 

Dated:  August  30,  1976. 

Joseph  P.  Hile, 
Acting  Associate 
Commissioner  for  Compliance. 

IFB  Doc.76-25877  FUed  (MI-7.6;8:45  am] 
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